REMARKS 



A. Amendments To The Specification 

The specification has been reviewed to correct any typographical errors and to insert terms in 
the specification found in the original disclosure of claims 5, 14 and 20 to providing proper antecedent 
basis for clahns 5, 14 and 20. 

B. Additional Fees 

Please charge Deposit Account No. 06-2120 for the fees for any additional claims, an Extension 
of Time, Citation of Prior Art, Petitions, Terminal Disclaimers or any other fee arising out of this 
correspondence. 

Applicant verily believes that all claims are now in condition for allowance and favorable action 
is respectfiiUy requested. The undersigned attomey of record cordially invites any telephonic 
communications fi'om the examiner that may assist the examiner in the examination and to expedite the 
allowance and issuance of Letters Patent on the subject invention. 



Respectfully submitted. 



FRIJOUF, RUST & PYLE, P.A. 




201 East Davis Blvd Boulevard 



Tampa, Florida 33606 
813.254.5100 phone 



813.254.5400 facsimile 
friiouf@friioufcom email 
Attomeys for Applicant 
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Deposit Account 

Please charge our account any deficiency in fees or credit any over payment arising out of this 
correspondence to Deposit Account No. 06-2120. 

Certificate of Mailing 

It is hereby certified that the foregoing correspondence and fee is being placed in an envelope addressed 
to: Commissioner for Patents, PO Box 1450, Alexandria, Virginia 22313-1450 and mailed by first 
class mail, postage prepaid, this 29th day of March, 2007. 
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MARKED UP VERSION OF SPECIFICATION PARAGRAPHS 



Page 17, line 3 insert new paragraph as follows: 

All content in the Examples, including formulations and test results, are hypothetical, but 
based on existing industry techniques as applied by the inventor's knowledge, experience, and 
extensive research of the literature. 

Page 18, paragraph 2 

For the presently favored embodiment, provision for a certain interval of delay, as well as 
issuance of the internal arousal stimulus is accomplished by the inner subsystem. The subsystem 
incorporates at least one subunit. Ordinarily, this involves a core-coat configuration. The subunit 
structure is based upon a core which includes one or more pharmaceutically active agent with 
appropriate excipients, completely encased in an inert polymeric coating layer. The core may 
include anv appropriate conventional excipients known to the art, including gas-generating 
substances such as. but not restricted to. sodium bicarbonate and calcium carbonate couple with 
one or more mild acids such as citric acid and sodium dihvdrogen phosphate . The coating 
constitutes an osmotic semi-permeable membrane, which is impenetrable by the drug, and 
although water-insoluble, is permeable to influx of water. This arrangement has been selected for 
its excellent abihty to meet the objectives of independence fi-om specific gastro-intestinal 
environments and precise delay without premature leakage. 



Page 1 8, paragraph 3 

The basis of delayed-release operation for this embodiment is osmotic absorption of water 
over time through the semipermeable membrane. When a dosage unit is introduced to the gastro- 
intestinal (g.i.) tract, water vapor is drawn inwardly through the membrane layer of the subunit 
from the exterior environment. As the hydrophilic core material transforms into an osmotic 
solute, more water is imbibed into the subunit due to the osmotic gradient across the membrane. 
Time is consumed while the volume increases and an inner force is generated which distends and 
stresses the constitution of the polymeric layer. This process goes on until an area of the 
membrane encounters its moment of maximal elongation. At this point, structural integrity fails, 
marking the end of the delay phase. The bulb ruptures from inner pressure, creating large fissures, 
and the components of the core are positively and completely discharged to the g.i. tract. Such 
swelling will have advanced over a precalculated span of time, therefore completing coordination 
of a precise delay upon release. In application, stimulus and wakeup response are initiated upon 
absorption, and conclusion of the sleep interval is imminent. Preferably, after ingestion of the 
dosage, the membrane is progressively expanded by internal pressure in synchronous correlation 
with residence in the gastrointestinal tract until the membrane bursts, thereby accomplishing 
delayed release of the wakeup agent. 



Page 22, paragraph 2 

Generally, the range for the overall lag, from the time of ingestion to the initiation of stimulus 
action, is approximately 5 to 9 hours and preferably about 5 to 7.5 hours . Concordantly, the length of 
the time segment between the prompt release of sleep-compatible substance and delivory of arousal 
agent, in basic embodiments, falls within about 4.5 to 8.5 hours. Optimally, the programmed delay 
falls between about 4 to 7 hours. One version for these ranges is contemplated wherein the planned 
interval of sleep is a nap. In this situation, the overall lag may run from 2 to 5.5 hours, based upon a 
programmed duration for the delay falling between about 1 .5 and 4.5 hours. 1 1 should be noted, 
however, that these time lengths may vary by design to accommodate the individual needs of diverse 
classes of patients. 



